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IN THE UNITED STATES.PATENT AND TRADEMARK OFFICE . 



t . 



- * Applicants): Shipman - 

~~ Application No.; 09/786,105 r 

* . Filed: 26 Febr^uy2Q01 - ' . 

- Title: Method and kit-for the characterization 
of antibiotic-resistance mutations in 1 
mycobacterium tuberculosis 

Attorney Docket No.:. VGEN.P-055 



Group ArtUnit: 163?. 

* 

Examiner:" S. Chunduru 




Assistant Commissioner for Patents .*' •»•- - : •" ; . - 

Washington, D.C.. 20231 J , ^" 

RESPONSEUNDER37-CFR6 1.nl * 

This is in response to the Official Action mailed August 14,^2002 for the aboye- 

• captioned application. Reconsideration of the application in view of the remarks herein is 
respectfully requested.. ^- - .. . : * 

The Examiner has maintained the restriction requirement. . While Applicants will 
not further contest the restriction requirement at this juncture, they wish to .pbint out that the 
Examiner's contention concerning the relevance of the Kapur reference is in error. The 
. Examiner may not rely on the classification of a reference as a category X reference io support a 
per ^ conclusion that the reference is in fact anticipatory under any circumstances? Where a - 
claim, such as present claim 1 , has been amended and found to be Both novel and'iny entive over * 
. this same reference, .the gratuitous statanent that daim;i, 'a claim ■ 
^ *is anticipated is unjustified and-imprope^ Applicants therefore challenge ^statement,. and \ 
^~ request that the>ExamuTer either (1) withdraw me restnction^requireAent so~mat ia ll clainj are at 

* iss ^> •in'which dSse he may npke'the rejection ^ft-su^rtirfg explariaLnJnd reajonmglfiie *C 
dejms it w^ranted,^r (2) exgressly withdraw th^tatem%t concealing claCiJ . 4. 
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- ^ . * The Examiner obj^ted to-the*specification;*stating that Seq ID Nos. hand 2 are' 
^identical or duplicates of Seq ED^Nos, 3 and 4. This is*correct if one looks only at the nucleic ^ 

-» acid^sequences, which is what one is required to'do in the" contqxt-of the sequence, rules; u 
* However, Seq. ID Nos. 1 and 2 are used to refer to amplification primers, while Seq. ID Nos. 3 * 
- and 4 are used to refer to sequencing primers. The latter are generally labeled/while ^ " 

amplification primers generally are not.' The different sets of sequence labels are used to improve 
clarity as to which actual molecule, as opposed to the artificial definitions required by the 
sequencing rules, isbeing referred to. The Examiner has not stated why this is objectionable. * 

The Examiner rejected claim 14 under 35 USC § 1 12, second paragraph, as 
indefinite, asserting that it is unclear from the phrase "at least one combination* of primer pairs" 
whether the claim requires a primer pair or 2 primer pairs. Applicants respectfully submit that * 
the Examiner may not pluck one phrase out of a claim and determine that this.phrase in the > 
abstract may be indefinite. Rather, the Examiner must look at the claim as a whole. Here, if this 
is done, there is no possibility of ambiguity, because the "combinations of primer pairs" arfc " 
expressly listed in the paragraphs identified by letters (a) through (j). The claims require that at 1 
least one of the identified sets of primer pairs be present, It is incumbent on the Examiner to " 
establish that one having ordinary skilljn the art would not have been-^ 
of protection defined by the claim whenread in light of the specification. In re Cordova, 10 
USPQ2d 1949, 1952 (POBAI 1989). In this case, the Examiner has not explained how this tould 
be unclear to a person of skill in the art. . Thus, he has failed to establish a basis for the rejection " 
as required by law. The rejection should therefore be withdrawn % - 

The Examiner also stated that claim 14 is "indefinite and incomplete for being- '-~ 
dependent on non-elected subject matter." To the extent this is understood, it appeal that the .- 

t Examiner is-suggesting that Applicants must limit the claim to the elected 'species* However, '. 

- . AppUcants taiow of.no law which supports such a rejection,' and thus are unsure'bf ^hat-the - \ 
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rejection may actually niean^ Fuithennore^to^e ext^nt>is ever proper m^a^pecies 
. dftion requirement in a 3^appUcaSonTa pcjint Xpphcants dc^hot 'concede a£d^hich'the £ 
Examiner has not esteblishe^it would stiU fall wifliin th^r6quir^ts oflejeiatedW, - ~ ' 
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jnappropriateness of the species election in the first place "and; p^inted^out ufthe^spbnse to" 
V*> " t' . ^ _ ~ * ~ 

< the restriction requirement.* Thus, this ground forrejectibn either heedstto be^exf lained; in,a ■ ** 

" non-final -action, or withdrawn. . - m ' -J \ -« 1 ^' r ' " ... ^j" - iT * ^ r 
- Ohjhe merits, theExaminefrejected claim 14 as-anticipated by W095/33851*. " 
-_ - ^ _The Examiner concedes that this rejection is based on the-erroneousand unsupported * 

interpretation of the claim where any two primers from the primers listed in a combination can be 
selected. Inasmuch as this is plainly not what meclaim says, this rejection is in error and should 
be withdrawn. - , ■ - ■ - 

The Examiner also rejected claim 14 under 35 USC § 1 03 as obvious over the "~ 
combination of W095/33851 in view of US Patent No. 5,851,763 and US Patent No. 5i985,569.' 
Essentially the Examiner argues that W095/22851 teaches the primer of sequence 1/3 and that 
one could derive the sequence of primer 2/4 from the complete sequence of the rpoB gene, as '"• 
taught by the '763 patent, using me techniques of the '569 patents. Tri 'support' of-ihfe,. me* 
Examiner cites In re Deuel ,34 USPQ 2d 1210 (Fed. Cir. l995> and makes me argument mat all • 
primers derived from.a sequence are equal and obvious. Neither of these arguments has merit. ' 

First of all, applying the-rule of law as stated in Deuel to the present case, • •; 
evidence of the existence of general techniques for the identification of pTimeVisirreleVattt to- " 
p " the question of whether specific primers would have been obvious. - Thus, the citation to Page 9 
of W095/3385 1 (which Applicants assume to be what the Examiner was referring 1 to on Page 6 
of the office action) and the '569 patent'which describe general techniques, are of little relevance. 
The claims of this application relate to specific combinations of primers, and it is the • 
. patentability of these combinations of primers, not primers for the target gene (rpoB in the case - 
• - of the elected species) generally, which must be considered. Nothing in theiart, nor in the 

Examiner's arguments', points to these,specific Rrimer combinations. \ ~ - ••' 

J '/MicanVforJlierno^ 

- - ; „ of the asserted quotation from meJw^ral Circuit Nothing m &e*b^/ ca^slippb^-me-; ' 
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s w "beselectedr Absent such a shbwm^ 3 f 

^ ^obviousness. T * " ^ * h"" - J+ ~ 

* ; ^ It should also be noted that it is technicdlynnaccurateTo assume thai any arSfcall v ^ . 
- primers work~for amplification a . . - 

" US Patent.No. 6,228,577, a copy.of which is attached, shifts of bnly.a few bases in the position ■ J ,f * 
of a sequencing primer can make substantial differences in the quality of the 'sequencing results* < 
. obtainable. Different primers work better than others,.and different primer combinations work - 
better than others. The primer sets recited in claim 14 were selected to work well with the other 
primers in the identified combination. Thus, the Examiner must base a rejection of a specific ' O 
primer sequence on something more than a complete sequence and an invitation to experiment * 
The Examiner has hot provided that "something more" here; The rejection should therefore be* - ^ 
withdrawn., 1 -. : , . 

Finally, Applicants note. that the Examiner.stated that a. claim "which ^ r "O 

closed language that require the inclusion of primers 1-4 would overcomethis rejection." " 
Applicants point out that in the context of the elected species, the claims do require primers-of ■ 1 : ^» 
sequences 1-4, although not all species within the genus require these particulat primers. Since' - ' ' 
the Examiner has not addressed the other species, it is not cle^ why a narrowing to tHis scope : ' <J>- 
would be required by the art On the other hand, this statement is an admission that the' elected" 1 ^ 
species, when the claims are properly interpreted, is patentable over the art. The Examiner is 
therefore required to move on and consider the generic claims and the other species as a whole? ' - ' 

Jn view of the foregoing remarks, Applicants submit that the application is in form • 
for allowance. Favorable reconsideration is. urged. " >' " %. " . " • * 

* - " * / ~ ~ . Respectfully submitted* ^ ' • ^ 



